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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 15 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-20,24 and 25 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-12 is/are rejected. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Preliminary Matters 

1 . Upon further consideration, additional rejections are needed. Therefore, the 
finality of the office action mailed 5/18/2008 is withdrawn and prosecution of the instant 
applications is reopened. 

Status of Claims 

2. Claims 1-20, 24, and 25 are pending. Applicant's response after-final, filed 
8/15/2008, is under consideration. Claims 13-20, 24, and 25 were previously withdrawn 
from further consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected 
subject matter, there being no allowable generic or linking claim. Election was made 
without traverse in the reply filed on 4/18/2006. Claims 1-12 are under consideration. 

Withdrawn Rejection 

3. The rejection of claims 1-6, 11, and 12, under 35 U.S.C. 103(a) as being 
unpatentable over Lang et al (of record; 2000), Keetch et al (of record, 1994), Fulmer et 
al (of record; 2000), Robinette (of record, 1988), and Royston D (Acta 
anaesthesiologica Scandinavica 30(7):abstract, 1986), in view of Goto (of record; 1988), 
as set forth in the Office Action, mailed 7/14/2006 (p. 7-11), is withdrawn. 



The following is a new rejection: 
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Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1-6, 11 and 12 are rejected under 35 U.S.C. 102(b) as anticipated by or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over (J. Urol. 152:247-250, 1994; 
of record). 

Keetch et al disclose mice that develop nonbacterial prostatitis following the 
injection of ventral prostate homogenate and pertussis toxin into the prostate (p. 248, 
col 1, par 1 of "RESULTS" section, lines 10-13). Keetch et al discloses that the 
prostatitis is characterized as have inflammation, edema, and epithelial cell 
degeneration in the prostate (p. 248, col 1, par 2 of "RESULTS" section, lines 1-4). 
Keetch et al discloses that the inflammatory process was localized to the lateral and 
dorsal lobes of the prostate (p. 248, col 1, par 2 of "RESULTS" section, lines 4-5). 
Keetch et al discloses that examination of other organs harvested including bladder 
revealed no inflammation (p. 248, col 2, lines 1-4). Therefore, Keetch et al discloses 
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nonbacterial prostatitis animal model comprising the structural elements of prostate 
tissue damage with no tissue damage to lower urinary tract, more specifically the 
bladder and urethra. 

Keetch et al does not disclose that that the model was produced by injection of 
HCI as claimed and in fact uses a different method to produce the mouse. However, in 
considering a product-by-process, if a product is disclosed in the prior art comprising all 
the structural elements of the claimed product, the product is anticipated by the art 
regardless of the process by which it is made. Keetch et al discloses a product with all 
the structural limitations of the claimed product. Therefore, Keetch et al anticipated the 
instant product-by-process claims. 

The claims are also drawn to a method for screening substances for treating 
nonbacterial prostatitis using the claimed animal model. Keetch et al discloses that the 
instant mouse is produced to provide a better model for understanding nonbacterial 
prostatitis and to identify more effective treatments regiments (p. 247, col 1, par 2, lines 
8-12). 

"Where, as here, the claimed and prior art products are identical or substantially 
identical, or are produced by identical or substantially identical processes, the PTO can 
require an applicant to prove that the prior art products do not necessarily or inherently 
possess the characteristics of his claimed product (In re Ludtke). Whether the rejection 
is based on "inherency" under 35 USC 102, on "prima facie obviousness" under 35 USC 
103, jointly or alternatively, the burden of proof is the same, and its fairness is 
evidenced by the PTO's inability to manufacture products or to obtain and compare prior 
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art products. In re Best, Bolton, and Shaw, 195 USPQ 430, 433 (CCPA 1977) citing In 
re Brown, 59 CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972))." "When the PTO 
shows a sound basis for believing that the products of the applicant and the prior art are 
the same, the applicant has the burden of showing that they are not." See also MPEP 
2113. 

In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 
Therefore, the prima facie case can be rebutted by evidence showing that the prior art 
products do not necessarily possess the characteristics of the claimed product. In re 
Best, 562 F.2d at 1255, 195 USPQ at 433. See also Titanium Metals Corp. v. Banner, 
778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985), In re Ludtke, 441 F.2d 660, 169 USPQ 
563 (CCPA 1971 ), Northam Warren Corp. v. D. F. Newfield Co., 7 F. Supp. 773, 22 
USPQ 313 (E.D.N.Y. 1934) and MPEP 2112.01. 

Therefore, at the time of filing it would have been obvious to an artisan of 
ordinary skill that the instant mouse disclosed by Keetch et al could be predictably used 
to identify substances to treat nonbacterial prostatitis as suggested by Keetch et al and 
as well established in the art with a reasonable expectation of success. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 7-10 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lang et al (of record; 2000), Keetch et al (of record, 1994), Fulmer et al (of record; 
2000), Robinette (of record, 1988), and Royston D (Acta anaesthesiologica 
Scandinavica 30(7):abstract, 1986), in view of Goto (of record; 1988). 

The following rejection is being maintained because the method steps of the 
instant claims do not specify that the method results in a nonbacterial prostatitis animal 
model of claim 1 . The instantly claimed nonbacterial prostatitis animal results in a very 
specific phenotype of tissue damage localized in the prostate that does not include 
damage to the bladder, urethra, and urinary tract. However, the method claims only 
disclose this animal in the preamble, which does not necessarily have patentable 
weight. 
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The distinguishing factor of the instant method is that it results in a nonbacterial 
prostatitis animal model with localized inflammation in the prostate without lower urinary 
tract involvement. The art teaches the use of 0.1 N HCI to produce prostatitis models, 
as exemplified by Goto et al, and HCI and other irritants have been administered locally 
into tissue of interest to produce models of nonbacterial inflammation as taught by 
Royston et al. Therefore, since the lack of damage to the bladder and urethra in the 
animal of the claimed method distinguishes the method from those taught in the prior 
art, the claims should be written to include those steps that distinguish from the art. It is 
suggested that Applicant add those steps in their method that prevent such damage. 

Applicant traverses the rejections made in the office action mailed 5/15/2008. 
While these rejections have been withdrawn, a response will me made as they apply to 
claim 7-10 and to the extend possible given the new rejections. 

Applicant's arguments filed 8/15/2008 have been fully considered but they are 
not persuasive. 

Applicant asserts that Lang does not reliably result in a nonbacterial prostatitis 
animal model and does not teach any manner for modifying the administration to reduce 
tissue damage. These arguments are not found persuasive because the claimed 
method steps do no specify such limitations to the method and therefore the methods to 
not require these limitations. Applicant asserts that Keetch et al does not teach that the 
tissue involvement is titratable. This argument is not found persuasive because the 
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claimed method steps do no specify such limitations to the method and therefore the 
methods to not require these limitations. 



5. No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marcia S. Noble whose telephone number is (571) 272- 
5545. The examiner can normally be reached on M-F 9 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Deborah Crouch, Ph.D./ 
Primary Examiner, Art Unit 1632 



Marcia S. Noble 
AU 1632 



